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DETAILED ACTION 

Claims 16, 19, 20, 22-27, 31, 32 and 36-53 are pending in this application. 

Action Summary 

Any rejections of record that are not repeated below are considered withdrawn. 

The rejection of claims 16, 19, 20, 22, 27, 32, 37, 38, 39 and 50-53 under 35 
U.S.C. 103(a) as being unpatentable over Debenedetti et al. or Sugaya et al. in 
view of Hunt et al. is maintained for the reasons stated in the office action dated 
January 28, 2008 and is repeated below. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 16, 19, 20, 22, 27, 31, 32, 36-39 and 50-53 rejected under 35 U.S.C. 
103(a) as being unpatentable over Debenedetti et al. (US 6,063,910) or Sugaya et al. 
(JP 363020301 A) in view of Hunt et al. (US 4,866,051). 

Applicant claims a microparticle having a size between 0.5 to 10 microns formed 
from a material releasing drug at a pH of 6.0 greater and wherein the material 
comprises alginate, chitosan and hydrophilic or hydrophobic proteins. 
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Determination of the scope and content of the prior art 
(MPEP §2141.01) 

Debenedetti et al. teach in column 2, lines 24-15, 31-35 and 61-66, a method of 
forming protein microparticles, particularly hydrophobic protein microparticles (i.e. 
insulin, catalase, etc.) having a particle size of less than 10 microns. It is the position of 
the examiner that the recitation of protein includes all proteins, although it may be 
preferred that the protein is hydrophobic. Column 3, lines 17-40 teach that the particle 
can be made of a blend of materials in addition to the protein. These materials include 
the polymers cited in lines 36-40. 

Sugaya et al. teach highly pure microparticles of chitosan having an average 
particle diameter of less than 10 microns (abstract) to be used as a carrier in the 
medical field. 

Ascertainment of the difference between the prior art and the claims 
(MPEP §2141.02) 

Debenedetti et al. or Sugaya et al. do not teach the microparticle releasing a drug 
at a pH of 6.0 or greater or that the particles are stored in a cartridge for insertion into a 
inhaler. It is for this that Hunt et al. is joined. 

Column 3, lines 23-27 of Hunt et al. teaches the use of inhalation cartridges 
comprising particles having a size below 10 microns. 



Application/Control Number: 10/706,243 Page 4 

Art Unit: 1616 

Finding of prima facie obviousness 
Rational and Motivation (MPEP §2142-2143) 

The claim merely states that the microparticle is formed from a material that has 
that limitation, so any material that is claimed by applicant (i.e. proteins, amino acids, 
etc.) would have that limitation as well. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to look to the teachings of Debenedetti et al. or Sugaya et al. 
comprising dry particles in the invention of Hunt et al. comprising inhalation cartridges 
for particles. The expected result would be facilitating delivering the microparticle via 
inhalation. 

Response to Arguments 

Applicant's arguments filed May 27, 2008 have been fully considered but they are 
not persuasive. 

Applicant argues that none of the three references teach or suggest a 
microparticle releasing the drug at a ph of 6.0 or greater. The examiner disagrees. The 
claims are drawn to a microparticle having a certain size (0.5 to 10 microns) comprising 
a drug and wherein the particles are formed of a material that releases the drug at a pH 
of 6.0 or greater. The material is selected from the group consisting of alginate, 
chitosan and hydrophilic or hydrophobic proteins. Looking at the claims, it is the 
understanding of the examiner that the material as claimed has the claimed release 
profile. Further understanding the claims the material is alginate or chitosan 
orhydrophilic or hydrophobic proteins. Looking at the particles of Debenedetti et al. and 
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Sugaya et al. the material of the particles are hydrophobic proteins and chitson, 
respectively. Therefore, it is the position of the examiner that since Debenedetti et al. 
and Sugaya et al. teach the same material as claimed, the material would have the 
same inherent properties of releasing the drug at the claimed pH. The claim merely 
states that the microparticle is formed from a material that has that limitation, so any 
material that is claimed by applicant (i.e. lipids) would have that limitation as well. 

It is also argued that the particles of Hunt et al. do not comprise an active agent 
and a polymeric material as claimed by applicant. The examiner agrees, however, Hunt 
et al. was not relied upon to teach the claimed particles. Hunt et al. was relied upon to 
teach a cartridge for insertion into inhaler can comprising particles having a particle size 
of 10 microns or less. Therefore, any type of particles whether they contain a polymer 
or not can be used in the cartridges of Hunt et al. as long as they had a particle size of 
10 microns or less. 

The rejection of claims 23-26 and 40-49 under 35 U.S.C. 103(a) as being 
unpatentable over Cheatham et al. is hereby withdrawn in view of applicants' 
arguments. 

Allowable Subject Matter 

Claims 23-26 and 40-49 are allowed. The prior art does not teach a method of 
delivering an active agent to the pulmonary system comprising microparticles which 
comprise diketopiperazine and an active agent, which have a diameter between 0.5 and 
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10 microns and wherein the active agent is released from the microparticle at a pH of 
6.0 or greater. 

Conclusion 

Claims 16, 19, 20, 22, 27, 31, 32, 36-39 and 50-53 rejected. 

Telephone Inquiries 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Konata M. George, whose telephone number is 571- 

272- 0613. The examiner can normally be reached from 8:00AM to 6:30PM Monday to 
Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann R. Richter, can be reached at 571-272-0646. The fax phone 
numbers for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov . 
Should you have question on access to the Private Pair system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/Konata M. George/ 
Primary Examiner, Art Unit 1616 



